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these two issues and a third, related issues the value of independent scientific review of agency risk assessments.
In its review, the Committee was sensitive to a number of considerations, including the scientific quality and regulatory relevance of the assessments performed. It also tried to ascertain how scientific and policy considerations were handled in the performance of risk assessment. To reach its conclusions, in the absence of accepted criteria for evaluating agency practices and proposals for change and in view of the sparseness of relevant empirical data, the Committee has relied on discussions with other persons knowledgeable and experienced in risk assessment activities, the limited available literature, and especially its own knowledge and experience in regulatory-agency risk assessments, as well as its review and analysis of past agency practices.
VALUE OF INSTITUTIONAL SEPARATION
1. Although organizational separation may help to ensure that risk management considerations do not influence the conduct of risk assessment, the degree of organizational separation that is optimal for individual agencies cannot be determined on the basis of the Committee's review.
Regulatory programs differ substantially in their degree of organizational separation. In the cases of NIOSH assessments that in the early 1970s were adopted by OSHA and NRC assessments relied on by agencies, the assessment function has been outside the regulatory agencies. At EPA, the risk assessment units in the Office of Health and Environmental Assessment of the Office of Research and Development prepare assessments for regulatory program offices that are organizationally under different assistant administrators. However, the Office of Toxic Substances does its own assessments, and several other program offices are responsible for their own exposure assessments. The risk assessments for the FDA'S Bureau of Foods are produced within the Bureau, but by an office distinct from offices responsible for formulating regulations and enforcement? since 1976, the Directorate of Health Standards Programs in OSHA has both performed risk assessments and formulated all early risk management options. Different agencies also have success-